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The following is a quotation of the first paragraph 
of 35 U.S.C. 112: 

The specification shall contain a written descrip- 
tion of the invention, and of the manner and pro- 
cess of making and using it, in such full, clear, 
concise, and exact terms as to enable any person 
skilled in. the art to which it pertains, or with 
which it is most nearly connected, to make and use 
the same and shall set forth the best mode con- 
templated by the inventor of carrying out his 
invention . 

The specification is objected to under 35 U.S.C. 
112, first paragraph, as failing to provide an enabling 
disclosure. 

Applicants invention depends on the use of new 
plasmids and/or cells. As such a deposit is required 
for enablement under 35 USC 112. Conditions surrounding 
the deposit which must be met for enablement are enu- 
merated in MPEP 608. 01 (p) (C). While it is acknowledged 
that applicants have made a deposit, it is not clear 
that all the aforesaid conditions have been met. 
Assurance of compliance may be in the form of an oath or 
declaration. 

Claims 1-41 are rejected under 35 U.S.C. 112, first 
paragraph, for the reasons set forth in the above objec- 
tion to the specification. 

Claims 1-4, 32 and 36 are provisionally rejected 
under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 
1-6, 23, 27, 28 and 33-35 of copending application 
serial no. 548,211. Although the conflicting claims are 
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not identical, they are not patentably distinct from 

each other because Application *211 teaches hormones in 

general and FSH particularly. 

This is a provisional obviousness-type double 
patenting rejection because the conflicting claims have 
not in fact been patented. 

Claims 5-21 and 37-39 are provisionally rejected 
under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 
7-19 and 36 of copending application serial no. 548,211. 
Although the conflicting claims are not identical, they 
are not patentably distinct from each other because 
Application '211 teaches cells producing hormones in 
general and FSH particularly. 

This is a provisional obviousness-type double 
patenting rejection because the conflicting claims have 
not in fact been patented. 

Claims 22-31 and 40 provisionally rejected under 

the judicially created doctrine of obviousness-type 

double patenting as being unpatentable over claims 20-22 

and 29-32 of copending application serial no. 548,211. 

Although the conflicting claims are not identical, they 

are not patentably distinct from each other because 

Application f 211 teaches vectors producing hormones in 

general and FSH particularly. 

This is a provisional obviousness-type double 
patenting rejection because the conflicting claims have 
not in fact been patented. 
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Claims 33-35 and 41 provisionally rejected under 
the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 24-26 
and 37 of copending application serial no. 548,211. 
Although the conflicting claims are not identical, they 
are not patentably distinct from each other because 
Application '211 teaches the method of producing hor- 
mones in general and FSH particularly. 

Claims 1, 4, 32 and 36 are provisionally rejected 
under 35 U.S.C. 101 as claiming the same invention as 
that of claims 1 and 2 of copending application Serial 
No. 696647. 

This is a provisional double patenting rejection 
since the conflicting claims have not in fact been 
patented. 

Claims 5-21 and 37-39 provisionally rejected under 35 

U.S.C. 101 as claiming the same invention as that of 

claims 3-7 of copending application Serial No. 696647. 

This is a provisional double patenting rejection 
since the conflicting claims have not in fact been 
patented. 

Claims 22-31 and 40 are provisionally rejected 
under 35 U.S.C. 101 as claiming the same invention as 
that of claims 8-10 of copending application Serial No. 
696647. 
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Claims 33-35 and 41 are provisionally rejected 
under 35 U.S.C. 101 as claiming the same invention as 
that of claims 11-14 of copending application Serial No. 
696647. 

This is a provisional double patenting rejection 
since the conflicting claims have not in fact been 
patented. 

Claims 1, 5-9, 12-14, 16-17, 19, 22, 29, 33-35 are 
rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 1, 6-9, 12-14, 16, 17, 19, 22, 34 and 35 are 
indefinite in their recitation of a "submit" of a pro- 
tein, as it is not clear what this includes. Claims 5 
and 33 are indefinite in the recitation of "in part" and 
a "portion" of the hormone without further charac- 
terization. Claims 1 and 5 contain improper Markush 
language. Applicant should substitute "selected from 
the group consisting essentially of..." Claim 29 and 
contains a typographical error "CL27". 

Claims 8 and 9 are rejected under 35 U.S.C. 112, 
fourth paragraph, as being of improper dependent form 
for failing to further limit the subject matter of a 
previous claim. 

Claim 8 appears to claim the identical cell as 
claimed in claim 7. Claim 9 appears to conflict with 
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claim 7 rather than to further limit it, as claim 7 

requires the second submit to be encoded by the second 

vector, and claim 9 requires the second submit to be 

encoded by the first vector. 

The following is a quotation of the appropriate 
paragraphs of 35 U.S.C. 102 that form the basis for the 
rejections under this section made in this Office 
action: 

A person shall be entitled to a patent unless- 

(b) the invention was patented or described in a 
printed publication in this or a foreign country or 
in public use or on sale in this country, more than 
one year prior to the date of application for 
patent in the United States. 

Claims 1-4, 32 and 36 are rejected under 35 U.S.C. 
102 (b) as anticipated by or, in the alternative, under 
35 U.S.C. 103 as obvious over Fiddes et al 1980. 

Fiddes et al teach that HCG, LH, and FSH are all 
known hormones. The hormones taught by applicant do not 
appear different from those of Fiddes et al, they are 
either inherently present or are obvious over Fiddes et 
al. 

Claim 33 is rejected under 35 U.S.C. 102(b) as 

being clearly anticipated by Fiddes et al (1979). 

The following is a quotation of 35 U.S.C. 103 which 
forms the basis for all obviousness rejections set forth 
in this Office action: 

A patent may not be obtained though the invention 
is not identically disclosed or described as set 
forth in section 102 of this title, if the dif- 
ferences between the subject matter sought to be 
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patented and the prior art are such that the sub- 
ject matter as a whole would have been obvious at 
the time the invention was made to a person having 
ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be nega- 
tived by the manner in which the invention was 
made . 

Subject matter developed by another person, which 
qualifies as prior art only under subsection (f) 
and (g) of section 102 of this title, shall not 
preclude patentability under this section where the 
subject matter and the claimed invention were, at 
the time the invention was made, owned by the same 
person or subject to an obligation of assignment to 
the same person. 

Claims 5-12, 16, 18, 21-24, 34, 35, and 37-41 are 
rejected under 35 U.S.C. 103 as being unpatentable over 
Cohen et al . 

Cohen et al teach that one or more polyamino acids 
can be cloned in a recipient cell by recombinant tech- 
niques. The vector can be a plasmid or a virus and pro- 
ducts produced include various hormones including FSH, 
LH and HGC. Use of more than one vector per cell is 
envisioned, as plasmids used are high copy number. 

Claims 13-15, 17, 19, 20, and 25-31 are rejected 
under 35 U.S.C. 103 as being unpatentable over Cohen et 
al, Moriarty et al, Reddy et al, Hamer et al and Sarver 
et al . 

Generalized cloning techniques, including the 
introduction of more than one gene into a single host 
cell is known, as taught by Cohen et al. Particular 
promoter sequences particular promoter sequences used by 
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applicant to control the production of the foreign poly- 
peptides are also known in the art: SV late promoter 
(Moriarty et al ) , SV early promoter (Reddy et al ) , mouse 
metallothionein promoter (Hamer et al ) . Vetors such as 
bovine papilloma virus are also commonly used to trans- 
form eukaryotic cells (Sarver et al.) Thus, it would be 
obvious to one of ordinary skill in the art to clone one 
chain of the protein by placing under the control of a 
first known promoter, and to clone the second chain of 
the protein by placing under control of a second pro- 
moter. In combining these known elements, each continue 
to function -its • known manner to produce a known anj 
expected result, and their placement on a vector(s) is 
but an arbitrary choice of experimental design. 

The Celltech application is included as of 
interest. 

Any inquiry concerning this communication should be 
directed to Joanne M. Giesser at telephone number 
703-557-3920. 
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